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1. 
INTRODUCTION

The purpose of this SOP is to provide written instructions on handling and storage of Investigational Products (IP) used in this clinical trial.

2. ROLES AND RESPONSIBILITIES

2.1. INVESTIGATOR 

2.1.1. The following investigator site staff will be responsible for IP management:

(i) IP Receipt: <Insert role of investigator site staff>
(ii) IP Storage: <Insert role of investigator site staff>
(iii) IP Dispensing and Accountability: <Insert roles of investigator site staff>
(iv) IP Preparation: <Insert roles of investigator site staff>
(v) IP Administration: <Insert roles of investigator site staff>
(vi) IP Return and Destruction: <Insert roles of investigator site staff>

	For investigator sites involved in IP repackaging and relabelling for blinded clinical trials
· The Principal Investigator (PI) should delegate the unblinded investigator site staff for receipt, storage and repackaging / preparation of the test product and placebo / active comparator product, and destruction, and the blinded investigator site staff for dispensing and accountability, administration, and return of the repackaged IP. 
· [bookmark: _Hlk207698301]In situations where the test product is not identical to the placebo / active comparator product after IP repackaging, the PI may delegate the unblinded investigator staff for dispensing and accountability and return of the repackaged IP, as an additional safeguard to protect the blinding.   
· Describe the roles and tasks of the blinded and unblinded teams as follows:
The following investigator site staff will be responsible for IP management:
(i) IP Receipt (test product and placebo / active comparator product): <insert role of unblinded investigator site staff>
(ii) IP Storage (test product and placebo / active comparator product): <insert role of unblinded investigator site staff>
(iii) IP Repackaging and Relabelling / IP Preparation: <insert role of unblinded investigator site staff>
(iv) IP Dispensing and Accountability (repackaged IP)*: <Insert role of blinded / unblinded investigator site staff>
(v) IP Administration (repackaged IP)*: <Insert role of blinded / unblinded investigator site staff>
(vi) IP Return (repackaged IP): <Insert role of blinded / unblinded investigator site staff>
(vii) IP Destruction: <insert role of unblinded investigator site staff>



2.1.2. The roles and tasks of the investigator site staff involved in IP management for this clinical trial will be documented in a Delegation Log. 

2.1.3. Investigator site staff will be trained on IP management procedures.  Training will be documented and maintained in the Investigator Site Files.

2.2. SPONSOR 
2.2.1. The Sponsor for this clinical trial is <Insert Name of Sponsor>. This clinical trial will be monitored by the Sponsor’s Monitor.

	For investigator sites involved in IP repackaging and relabelling for blinded clinical trials
· There should be separate Monitors to monitor the unblinded and blinded aspects of the clinical trial.
· Describe the roles of the blinded and unblinded Monitors as follows:
a) The blinded Monitor will be responsible for monitoring all aspects of the clinical trial, except IP management.
b) The unblinded Monitor will be responsible for monitoring IP management for this clinical trial.




3. 
SOURCE OF IP

3.1. Table 1 summarises the name(s), manufacturer(s), source(s) and recommended storage temperature(s) of the IP(s) used in this clinical trial.

Table 1: Summary of products used

	Name of Product
	Use in Trial 
<i.e., test product / placebo /
 active comparator product>
	Manufacturer
	Source of IP
<e.g., hospital pharmacy / distributor / product owner>
	Recommended Storage Temperature (OC)

	
	
	
	
	

	
	
	
	
	



3.2.	The following essential records should be maintained on file, where applicable.
(i) For unregistered products
a) Investigator’s Brochure / IB 
b) Certificate(s) of Analysis / CoA 
(ii) For locally registered products
a) Product Inserts

	For investigator sites involved in IP repackaging and relabelling for blinded clinical trials
· The Certificates of Analysis / CoA should be kept in the Pharmacy Binder, with access secure and limited to the unblinded investigator site staff.




4. IP RECEIPT

4.1. Upon IP receipt, the <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should verify the IP inventory and update the IP Inventory Logs accordingly.

4.2. The following essential records should be maintained on file, where applicable:
(i) IP receipts
(ii) IP Storage Temperature Logs (for IP shipment)
(iii) IP Storage Temperature Excursion Reports (for IP shipment)
(iv) IP Inventory Logs

	For investigator sites involved in IP repackaging and relabelling for blinded clinical trials
· Separate IP Inventory Logs should be maintained for each IP.
· The IP Inventory Logs should be kept in the Pharmacy Binder, with access secure and limited to the unblinded investigator site staff.



5. IP STORAGE

5.1. The IP will be stored at <indicate storage location of IP>.

5.1.1. Access to the IP will be limited and secure.

5.2. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should monitor the storage temperature of the IP on <indicate the frequency of temperature monitoring>.

5.3. In the event of temperature excursions, the <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should complete the IP Storage Temperature Excursion Report and notify the <Principal Investigator and/or Sponsor> for appropriate action to be taken. 

5.3.1. The IP affected by the temperature excursion should be quarantined until a decision has been made by the <Principal Investigator and/or Sponsor> to use or destroy the IP.

5.4. The following essential records should be maintained on file, where applicable:
(i) IP Storage Temperature Logs 
(ii) IP Storage Temperature Excursion Reports
(iii) Calibration and maintenance reports for equipment used for monitoring IP storage


6. IP REPACKAGING AND RELABELLING (if applicable)

6.1. The unblinded investigator site staff should perform IP repackaging and relabelling in accordance with the protocol, and applicable regulations, Good Clinical Practice (GCP) and Good Manufacturing Practice (GMP) guidelines, and documented procedures. 

6.2. The unblinded investigator site staff should apply the following GMP principles during IP repackaging and relabelling:

(i) Line clearance: Only one type of IP should be repackaged at a time to minimise the risk of unintentional mix-ups.

(ii) In-process control checks: IP repackaging should be performed and witnessed by delegated and trained unblinded investigator site staff to ensure that the IP repackaging aligns with the treatment assignment. As such, one unblinded investigator site staff should perform the IP repackaging and another unblinded investigator site staff should witness the IP repackaging process.

(iii) Label reconciliation: The number of IP labels used, destroyed and remaining should be reconciled with the number of IP labels issued as a precaution against mislabelling.

(iv) Documentation: The IP repackaging process should be documented by the unblinded investigator site staff to demonstrate that appropriate safeguards had been implemented to protect the blinding.

6.3. The unblinded investigator site staff should perform IP repackaging and relabelling <prior to trial initiation / at each participant visit / etc.>.

6.4. The unblinded investigator site staff should assign a dummy batch number and dummy expiry date for the repackaged IP and document it on the relevant IP Repackaging and Relabelling Form.

6.4.1. For example, the dummy batch number may be set as ‘YYYYMMDD’ in accordance with the date of IP repackaging, and the dummy expiry date may be set as the earlier expiry date of the IP.

6.5. The unblinded investigator site staff should ensure that all unblinded IP documentation pertaining to receipt, inventory, storage, repackaging and relabelling, transfer, and destruction should be filed in the Pharmacy Binder with access secure and limited to the unblinded investigator site staff.

6.6. The following essential records should be maintained on file, where applicable:
(i) Master Randomisation List
(ii) IP Repackaging and Relabelling Forms



7. IP DISPENSING AND ACCOUNTABILITY

7.1. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should dispense the IP to the participant.

7.1.1. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should advise the participant on the proper use of the IP in accordance with the protocol.

7.1.2. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should advise the participant to return all used and unused IP to the investigator site at the next trial visit for determination of compliance.

7.2. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should update the IP Dispensing and Accountability Logs, and file it in the <Investigator Site File / Participant Folder>. 

7.3. The following essential records should be maintained on file, where applicable:
1. IP Dispensing and Accountability Logs
1. IP Preparation Forms
1. IP Administration Forms
1. IP Transfer Forms – applicable for 

	For investigator sites involved in IP repackaging and relabelling for blinded clinical trials
· The blinded investigator site staff may dispense the repackaged IPs to the participants if the repackaged IPs are identical. If so, the transfer of the repackaged IP from the unblinded investigator site staff to the blinded investigator site staff should be documented.
· The unblinded team should dispense the IPs to the participants if the IPs are unidentical, in order to protect the blinding.




8. IP RETURN AND DESTRUCTION

8.1. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should collect the used and unused IP from the participant at the next trial visit.

8.1.1. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should document the returns in the IP Dispensing and Accountability Logs.

8.2. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should <return the used and unused IP to the Sponsor for destruction / send the used and unused IP for destruction in accordance with institution policy>.

8.2.1. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should send the used and unused IP for destruction once a final IP Accountability has been performed by the Monitor; all discrepancies have been investigated, satisfactorily explained and reconciliation accepted; and written approval has been sought from the <Sponsor / Principal Investigator>.

8.2.2. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should ensure that IP Return and / or Destruction is documented on the IP Return /  Destruction Logs. The IP Return / Destruction Logs will be filed in the Pharmacy Binder.




9. 
IP LABELLING

9.1. The <Blinded CRC / Unblinded CRC / Unblinded Pharmacist> should ensure that the IP is labelled in accordance with the applicable clinical trials and clinical research materials regulations.

9.2. The sample IP labels will be as follows:

[Insert sample IP label]

	For investigator sites involved in IP repackaging and relabelling for blinded clinical trials
· For the test product or placebo / active comparator product, please include the sample IP labels based on ‘wholesale supply’.
· For the repackaged IP,
· The name of each IP (i.e., test product and placebo / active comparator product) should be replaced with the name of the repackaged IP (i.e., test product / placebo, or test product / active comparator product) on the IP label for the repackaged IP.
For example:
Name of IPs: Paracetamol 500mg, Placebo
Name of repackaged IP: Paracetamol 500mg / Placebo
· The batch numbers and expiry dates of each IP (i.e., test product and placebo / active comparator product) should be replaced by a dummy batch number and dummy expiry date on the IP label for the repackaged IP. 
For example:
The dummy batch number may be set as ‘YYYYMMDD’ based on the date of IP repackaging, 
The dummy expiry date may be set as the earlier expiry date of the test product and placebo / active comparator product.





10. 
IP MANAGEMENT FORMS
Table 2 summarises the essential records for IP management forms that will be used for this clinical trial. 
Table 2: Summary of IP Management Forms
	No.
	Essential Record
	Responsibility

	1
	Investigator’s Brochure / IB (for unregistered products) or product inserts (for registered products)
	<Blinded team / Unblinded team>

	2
	Certificates of Analysis / COA (for unregistered products)*
	<Blinded team / Unblinded team>

	3
	Master Randomisation List*
	<Blinded team / Unblinded team>

	4
	IP receipts*
	<Blinded team / Unblinded team>

	5
	IP Inventory Logs*
	<Blinded team / Unblinded team>

	6
	IP Storage Temperature Logs
	<Blinded team / Unblinded team>

	7
	IP Storage Temperature Excursion Reports
	<Blinded team / Unblinded team>

	8
	Calibration and maintenance reports for temperature monitoring equipment
	<Blinded team / Unblinded team>

	9
	IP Repackaging and Relabelling Forms*
	<Blinded team / Unblinded team>

	10
	IP Transfer Forms
	

	11
	IP Dispensing and Accountability Logs
	<Blinded team / Unblinded team>

	12
	IP Preparation Forms
	<Blinded team / Unblinded team>

	13
	IP Administration Forms
	<Blinded team / Unblinded team>

	14
	IP Return / Destruction Logs
	<Blinded team / Unblinded team>



*NB: Essential records containing unblinded information should be maintained separately, with access secure and limited to the unblinded investigator site staff.
11. 
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